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-Product name: Single blood bag with PCS 282411 1.94 (b

1 | DIS-DEOO-
S-DE00-035 sampling arm system

Single plastic
blood bag

disp. sterile

- Description:
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with CPDA Single bag CPDA1-450ml collection

. and for storage and whole blood. The
solution system must include sampling device
450ml with vacuum holder and needle

capacity protector (for after collection)

- Blood bag volume: 450/ ml

-Needle and needle cap:

Size of needle "16G" with needle cap

Once the cap opens, must be tamper-
evident that the cap has been opened
and not able to lock again

Needle system should have indicator
for bevel up.

- Needle protection:

The needle protection is welded. This
avoids occasional opening and
guarantees the product integrity

a) Once the blood collection is
completed, needle must be smoothly
pulled by the operator into the needle
protector device (NPD) and lock. Must
be signaled to personnel by an audible
click or tactile indication.

b) When the collection needle is
locked in the NPD, the entrance
surface of NPD must extend at least
8mm beyond the tip of the needle. The
collection needle should not slide out
from the NPD.

c) After use, the NPD should interlock
with the vacuum tube holder.

d) the needle with less pain

- Clamp :
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Clamp is used for connecting off blood
flow.

-Sampling system:

The sampling tube and donor tube
must have clamps.

The sampling system is completely
assembled ready to accept vacuum
sampler. The system is designed in
order to avoid interference with the
blood flow and to reduce the risk of
activation of the coagulation factors.

Sampling pouch:

Capacity of 30 - 50mL.

Vacuum tube holder:

The barrel should be transparent, and
the barrel must extend at least 18mm
beyond the tip of the sampling needle.

The break valve should be placed after
the Y connector to the donor tube (and
not on the sampling pouch tube) to
prevents leakage form the donor
needle.

-Break-off connectors:

The break-off cones position is forced
to let the blood components easily flow
in both directions.

With audible click

-"Y" connectors:

The ((Y)) connectors have a reduce
inner volume to avoid turbulence to the
blood components flow.

- Labels
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Complying with ISO standard 3826.
Batch number and product
identification code are reported also in
bar code system according to the ISBT
standard.

All, main labels must be tamper-proof

Graphical symbol of the type of blood
component

Liable for addition stickers

-Packing:

Protective dual packing ( individual
and aluminum )

Complying with 1SO Standard 3826

- Certifications:

FDA or CE MARKED

- Plastic film:

Medical grad PVC (class V1)
complying with ISO specification 3826

- Anticoagulant:

CPDA1 63ml.

- Validity:

24 month or more.

- Indications:For collection and storage
of whole blood.

DIS-DE00-036

Quadriple
plastic Blood
bag sterile

- Product name:

Quadruple plastic blood bag with
CPD/SAGM solution 450ml

- Description:

PCS

430910

4.75

Lﬁ)}ﬂbuu
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with CPDA Quadruple bag CPD/SAGM for

luti preparation and storage of products
solution (plasma, red cell and platelet and cryo.
450ml Precipitate) with blood sampling arm
ca pacity system adaptor for sampling with

vacuum containers and with protector
needle system (for needle protection
after collection)

- Blood Bag volume:

Four bags 450 with CPD 63ml, 400 ml
(5 days storage for platelets
concentrate and gas permeable ),
400ml, 400 ml(with 100 SAGM
solution)

- Needle:

Size of needle "16G" with needle’s
cap.

Once the cap opens, must be tamper-
evident that the cap has been opened
and not able to lock again.

Needle system should have indicator
for bevel up

- Needle protection:

The needle protection is welded. This
avoids occasional opening and
guarantees the product integrity

a) Once the blood collection is
completed, needle must be smoothly
pulled by the operator into the needle
protector device (NPD) and lock. Must
be signaled to personnel by an audible
click or tactile indication.

(CIP) (ombusl 313 e Ylisa/  SUP 98 /2024/85 :a ) uailia
(Lale) dydal) o Jliuall g 4y 5a¥) (o gusl Aalall A8 pll/Anall 5 ) 5 5: lacl) dgan




b) When the collection needle is
locked in the NPD, the entrance
surface of NPD must extend at least
8mm beyond the tip of the needle.
The collection needle should not slide
out from the NPD.

c) After use, the NPD should interlock
with the vacuum tube holder.

- Clamp :

Clamp is used for connecting off blood
flow.

The sampling tube and donor tube
must have clamps

- Sampling system:

The sampling system is completely
assembled ready to accept vacuum
sampler. The system is designed in
order to avoid interference with the
blood flow and to reduce the risk of
activation of the coagulation factors.

Sampling pouch:

Capacity of 30 - 50mL .

Vacuum tube holder:

The barrel should be transparent, and
the barrel must extend at least 18mm
beyond the tip of the sampling needle.

The break valve should be placed after
the Y connector to the donor tube
(and not on the sampling pouch tube)
to prevents leakage form the donor
needle.

- Break-off connectors:
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The break-off cones position is forced
to let the blood components easily
flow in both directions.

With audible click

-"Y" connectors:

The ((Y)) connectors have a reduce
inner volume to avoid turbulence to
the blood components flow.

- Labels:

Complying with ISO standard 3826.
Batch number and product
identification code are reported also in
bar code system according to the ISBT
standard.

All, main labels must be tamper-proof

Graphical symbol of the type of blood
component on each bag

Liable for addition stickers

- Packing:

Protective dual packing ( individual
and aluminum)

Complying with I1SO Standard 3826 .

- Certifications:

FDA or CE MARKED

-Plastic film:

Medical grad PVC (class VI) complying
with ISO specification 3826.

-Anticoagulant.

CPDA1 63m

- Validity:
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24 month or more

- Indications:

For collection of whole blood,
preparation and storage plasma, red
blood cell with SAGM solution and
platelet ((5 days storage for platelets
concentrate ) and cryo. precipitate

DIS-DE00-037

Quadriple
plastic Blood
bag sterile
with CPD
solution
450ml
capacity (with
leukocyte
filter)

- Product name:

Quadruple blood bag with filter for
leukodepletion of RBC.

- Description:

Quadruple bag CPD/SAGM in line
filter for leukodepletion of RBC, blood
sampling arm system adaptor for
sampling with vacuum containers and
with protector needle system (for
needle protection after collection).

- Blood Bag volume:

Four bags 450 with CPD 63ml, 400 ml
(5 days storage for platelets
concentrate and gas permeable ),
400ml, 400 ml(with 100 SAGM
solution)

- Needle:

Size of needle "16G" with needle’s
cap.

Once the cap opens, must be tamper-
evident that the cap has been opened
and not able to lock again.

Needle system should have indicator
for bevel up

- Needle protection:

PCS

475564

10.91
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The needle protection is welded. This
avoids occasional opening and
guarantees the product integrity

a) Once the blood collection is
completed, needle must be smoothly
pulled by the operator into the needle
protector device (NPD) and lock. Must
be signaled to personnel by an audible
click or tactile indication.

b) When the collection needle is
locked in the NPD, the entrance
surface of NPD must extend at least
8mm beyond the tip of the needle.
The collection needle should not slide
out from the NPD.

c) After use, the NPD should interlock
with the vacuum tube holder.

- Clamp :

Clamp is used for connecting off blood
flow.

The sampling tube and donor tube
must have clamps.

-Sampling system:

The sampling system is completely
assembled ready to accept vacuum
sampler. The system is designed in
order to avoid interference with the
blood flow and to reduce the risk of
activation of the coagulation factors.

Sampling pouch:

Capacity of 30 - 50mL.

Vacuum tube holder:
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The barrel should be transparent, and
the barrel must extend at least 18mm
beyond the tip of the sampling needle.

The break valve should be placed after
the Y connector to the donor tube
(and not on the sampling pouch tube)
to prevents leakage form the donor
needle.

- Break-off connectors:

The break-off cones position is forced
to let the blood components easily
flow in both directions.

With audible click

-"Y" connectors:

The ((Y)) connectors have a reduce
inner volume to avoid turbulence to
the blood components flow.

- Labels:

Complying with 1SO standard 3826.
Batch number and product
identification code are reported also in
bar code system according to the ISBT
standard.

All, main labels must be tamper-proof

Graphical symbol of the type of blood
component on each bag

Liable for addition stickers

- Packing:

Protective dual packing ( individual
and aluminum)

Complying with ISO Standard 3826

- Filter:
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Filter for leukocyte removal from RBC.

- Filtering matter:

Biocompatible polyester.

- Red cell recover:

>90%

- Plastic film:

Medical grad PVC (class VI) complying
with ISO specification 3826.

- Anticoagulant:-

CPD 63ml / SAGM 100ml

- Validity:

24 month or more.

- Indications:

Preparation of: Concentrated and
filtered red blood cell CPD solution
and SAGM solution is used for Storage
red blood cell for 42 days and Plasma
and platelets concentrate.

DIS-DE00-038

Double plastic
Blood bag
sterile with
CPDA solution
450ml
capacity

- Product name:

Double blood bag with sampling arm
system

- Description:

Double bag CPDA1-450ml for preparation
and storage of red blood cell and PRP
products with blood sampling arm system
adaptor for sampling with vacuum
containers and with protector needle
system (for needle protection after
collection)

- Blood Bag volume:

Two bags ( 450ml and 350 ml)

PCS

189854

291
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- Needle:

Size of needle "16G" with needle’s cap.

Once the cap opens, must be tamper-
evident that the cap has been opened and
not able to lock again.

Needle system should have indicator for
bevel up

- Needle protection:

The needle protection is welded. This
avoids occasional opening and guarantees
the product integrity

a) Once the blood collection is completed,
needle must be smoothly pulled by the
operator into the needle protector device
(NPD) and lock. Must be signaled to
personnel by an audible click or tactile
indication.

b) When the collection needle is locked in
the NPD, the entrance surface of NPD must
extend at least 8mm beyond the tip of the
needle. The collection needle should not
slide out from the NPD.

c) After use, the NPD should interlock with
the vacuum tube holder.

- Clamp:

Clamp is used for connecting off blood
flow.

The sampling tube and donor tube must
have clamps.

- Sampling system:

The sampling system is completely
assembled ready to accept vacuum
sampler. The system is designed in order to
avoid interference with the blood flow and
to reduce the risk of activation of the
coagulation factors.

Sampling pouch:
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Capacity of 30 - 50mL.

Vacuum tube holder:

The barrel should be transparent, and the
barrel must extend at least 18mm beyond
the tip of the sampling needle .

The break valve should be placed after the
Y connector to the donor tube (and not on
the sampling pouch tube) to prevents
leakage form the donor needle.

- Break-off connectors:

The break-off cones position is forced to let
the blood components easily flow in both
directions.

With audible click

-"Y" connectors:

The ((Y)) connectors have a reduce inner
volume to avoid turbulence to the blood
components flow.

- Labels:

Complying with 1SO standard 3826. Batch
number and product identification code are
reported also in bar code system according
to the ISBT standard.

All, main labels must be tamper-proof

Graphical symbol of the type of blood
component on each bag

Liable for addition stickers

- Packing:

Protective dual packing ( individual
and aluminum)

Complying with ISO Standard 3826 .

-Certifications:
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FDA or CE MARKED

-Plastic film:

Medical grad PVC (class VI) complying with
ISO specification 3826.

- Anticoagulant.

CPDA1 63ml.

- Validity:

24 month or more .

- Indications:

For collection of whole blood , preparation
and storage of red blood cell and PRP
products.

DIS-DE0O0-039

Triple plastic
Blood bag
sterile with

-Product name:

Triple blood bag with sampling arm
system

- Description:

PCS

17530

4.46
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CPDA solution Triple bag CPDA1-450ml for
preparation and storage of products
450m! plasma, red cell and platelet 400 ml (5
capacity g,\.lb days storage for platelets concentrate
)SJAJL, ual_.;. and gas permeable ) with blood
wor . sampling arm system adaptor for
el Jad sl

sampling with vacuum containers and
with protector needle system (for
needle protection after collection)

- Blood Bag volume:

Three bags ( 450ml, 400 ml (5 days
storage for platelets concentrate and
gas permeable ) and 350 ml)

- Needle:

Size of needle "16G" with needle’s
cap.

Once the cap opens, must be tamper-
evident that the cap has been opened
and not able to lock again.

Needle system should have indicator
for bevel up

- Needle protection:

The needle protection is welded. This
avoids occasional opening and
guarantees the product integrity

a) Once the blood collection is
completed, needle must be smoothly
pulled by the operator into the needle
protector device (NPD) and lock. Must
be signaled to personnel by an audible
click or tactile indication.
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b) When the collection needle is
locked in the NPD, the entrance
surface of NPD must extend at least
8mm beyond the tip of the needle.
The collection needle should not slide
out from the NPD.

c) After use, the NPD should interlock
with the vacuum tube holder

-Clamp :

Clamp is used for connecting off blood
flow.

The sampling tube and donor tube
must have clamps.

- Sampling system:

The sampling system is completely
assembled ready to accept vacuum
sampler. The system is designed in
order to avoid interference with the
blood flow and to reduce the risk of
activation of the coagulation factors.

Sampling pouch:

Capacity of 30 - 50mL.

Vacuum tube holder:

The barrel should be transparent, and
the barrel must extend at least 18mm
beyond the tip of the sampling needle.

The break valve should be placed after
the Y connector to the donor tube
(and not on the sampling pouch tube)
to prevents leakage form the donor
needle.

- Break-off connectors:
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The break-off cones position is forced
to let the blood components easily
flow in both directions.

With audible click

-"Y" connectors:

The ((Y)) connectors have a reduce
inner volume to avoid turbulence to
the blood components flow.

- Labels:

Complying with 1SO standard 3826.
Batch number and product
identification code are reported also in
bar code system according to the ISBT
standard.

All, main labels must be tamper-proof

Graphical symbol of the type of blood
component on each bag

Liable for addition stickers

- Packing:

Protective dual packing ( individual
and aluminum)

Complying with I1SO Standard 3826.

- Certifications:

FDA or CE MARKED .

- Plastic film:

Medical grad PVC (class VI) complying
with ISO specification 3826.

-Anticoagulant:

CPDA1 63ml.

- Validity:
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24 month or more.

- Indications:

For collection of whole blood,
preparation and storage plasma, red
blood cell and platelet ((5 days storage
for platelets concentrate ).

DIS-DE25-176

Quadruple
plastic blood
bag with
CPD/SAGM
SOLUTION
TOP AND
BOTTOM 450
ML WITH IN
LINE FILTER
AND WITH
CRYO BAG

plastic Quadruple) DIS-DE25-176 Alall cld &ebyl pudl (ulSY &)l lasslgal)
with in line with CPD/SAGM solution Top and bottom 450m| blood bag
(filter and with cryo bag

Product name

Quadruple blood bag Top
& Bottom with filter for
leukodepletion of RBC and
cryo bag

Description

Quadruple bag CPD/SAGM
in line filter for
leukodepletion of RBC,
blood sampling arm
system adaptor for
sampling with vacuum
containers and with
protector needle system
(for needle protection after
collection)

PCS

50000

10.12

5 sl
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Blood Bag volume Four bags 450 with CPD

63ml, 400 ml, 400ml, 600
ml(with 100 SAGM
solution) and cryo 400ml

needle Size of needle "16G" with

needle's cap. Once the cap
opens, must be tamper-
evident that the cap has
been opened and not able
to lock again. Needle
system should have
indicator for bevel up

Needle protection The needle protection is

welded. This avoids
occasional opening and
guarantees the product
integrity
a) Once the blood
collection is completed,
needle must be smoothly
pulled by the operator into
the needle protector
device (NPD) and lock.
Must be signaled to
personnel by an audible
click or tactile indication.
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b) When the collection
needle is locked in the
NPD, the entrance surface
of NPD must extend at
least 8mm beyond the tip
of the needle. The
collection needle should
not slide out from the NPD.

c) After use, the NPD
should interlock with the
vacuum tube holder

Clamp Clamp is used for
connecting off blood flow.
The sampling tube and
donor tube must have
clamps.

Sampling system The sampling system is
completely assembled
ready to accept vacuum
sampler. The system is
designed in order to avoid
interference with the blood
flow and to reduce the risk
of activation of the
coagulation factors.
Sampling pouch:
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Capacity of 50mL. Tube
that comes into the pouch
and the vacuum test tube

holder are on the same

side of the pouch. The
sampling bag should have
volume scales embossed

using heat welding

Vacuum tube holder: The
barrel should be
transparent, and the barrel
must extend at least 18mm
beyond the tip of the
sampling

needle.

The vacuum tube holder
should have a cap. The
cap must not fully detach
from the vacuum tube
holder barrel when
opened, in order to ensure
it remains "in situ" for
closing following sample
collection. The cap can be
opened by one hand
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The break valve should be
placed after the Y
connector to the donor
tube (and not on the
sampling pouch tube) to
prevents leakage form the
donor needle

Break-off The break-off cones
connectors: position is forced to let
the blood components

easily flow in both
directions.The break-off
cannula should be
coloured for easy
identification

"y" connectors: The ((Y)) connectors
have a reduce inner
volume to avoid
turbulence to the blood
components flow

Labels Complying with ISO
standard. Batch number
and product
identification code are
reported also in bar
code system according
to the ISBT standard.
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Each set must include
secondary labels with a
unique identification
number (barcode). Each
bag must have attached
this secondary label,
and additional 4 labels
with the same unique
identification number
must be added inside
the Plastic Foil. The size
of the secondary labels
IS 4x2cm. Sampling
device will include the
same 4x2cm secondary
label.

All, main or secondary
labels must be tamper-

proof
Packing Complying with ISO
standard
Filter Filter for leukocyte

removal from RBC. The
mechanism of filter to
removal leukocyte is
ABSORPTION and
blockage of leukocytes.

Filtering matter Biocompatible polyester
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Red cell recover > 90%
Plastic film Medical grad PVC (class
VI) complying with 1ISO
specification

Anticoagulant CPD 63ml / SAGM
100ml
Validity 30 month
Indications Preparation of:

Concentrated and filtered
red blood cell CPD
solution and SAGM
solution is used for

Storage red blood cell for

42 days and Plasma and

buffy and Cyro
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